it£foSTfft£tt too. 




WRH^4l9l<M 

twxe (Bo&etU of <3n<(ia 


?WFITUJT 

EXTRAORDINARY 

*TT*T n —*D* 3—TW* (i) 
PART II-- Section 3—Sub-section (i) 

STTfemT ^ SWTfSFT 

PUBLISHED BY AUTHORITY 



E« 44] nf ^7f<rmT,S, l&76/ITTa 16, 18fl7 

No. 44] NEW DELHI, THURSDAY, FEBRUARY j, 1976/MAOHA *6, 1897 


*sr HrTJff^?r<iB5^ftrr5i5iTfrt|ftnfr&ft : r«i5«iHu?TVNtT%^iifTWT3nR^r 1 
Separate paging b given to this Part in order that it may be filed 
as a separate compilation 


MINISTRY OF HEALTH AND FAMILY PLANNING 
(Department of Health) 

NOTIFICATION 

New Delhi, the 5th February 1976 

G.S.R. 64(E).—The following draft of certain rules further to ameild the Drugs and 
Cosmetics Rules, 1945, which the Central Government proposes to make, after consulta¬ 
tion with the Drugs Technical Advisory Board, in exercise of the powers conferred by 
sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940) is published, A 
Required by the said sections for the information of persons likely to be affected thereby. 

Notice is hereby given that the said draft rules will be taken into consideration after 
three months from the date on which the copies of the Official Gazette in which this 
notification is published arc made available to the public. 

Any objection or suggestion which may be received from any person with respect to 
the said draft rules before the expiry of the period so specified will be taken into consi¬ 
deration by the Central Government. 

1- (1) These rules may be called the Drugs and Cosmetics (Amendment) Rules, 1976. 

(2) They shall come into force on the date of their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), 
for rule 55 the following rule shall be substituted namely:— 

“55. Form of receipts for seized drug, cosmetic, record, register, document or any 
other material object —A receipt by an Inspector for the stock of any drug 
or cosmetic or for any record, register, document or other material object 
seized under clause (c) or clause (cc) of sub-section (1) of section 22 of 
the Act, shall be in Form 16’’. 
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3. In rule 65 of the said rules, 

(i) in condition (3), for clause (d), the following clause shall bo substituted, 

namely:— 

“(d) the name and address of the patient, or the name and address of the owner 
of the animal if the drug supplied is for veterinary use”,; 

(ii) In condition (10), for clause (b), tire following clause shall be substituted, 

namely:— 

"(b) specify the name and address of the person for whose treatment it is given, 
or the name and address of the owner of the animal if the drug is meant 
for veterinary use.”; 

(iii) after condition (19), the following condition shall be inserted, namely:— 

“(20) Medicines for treatment of animal kept in a retail shop or premises and 
labelled with the words “Not for human use—for treatment of animals 
only” shall be stored— 

(a) In a cupboard or drawer reserved solely for the storage of veterinary 

drugs, or 

(b) in a part of the premises separated from the remainder of the premises to 

which customers are not permitted to have access’’- 

4 . Id rule 66 of the said rules, for sub-rule (2), the following sub-rule shall be sub¬ 
stituted, namely:— 1 > 

“(2) A licensee whose licence has been suspended or cancelled may within three 
months of the date of the order under sub-rule (1), prefer an appeal against 
that order to the State Government, which shall decide the same. 

5. In rule 67—H, for sub-rule (2), the following sub-rule shall be substituted, namely:— 

“(2) A licensee whose licence has been suspended or cancelled may, within three 
months of the date of the order under sub-rule (1), prefer an appeal against 
that order to the State Government, which shall decide the same.”. 

6. In rule 71 of the said rules, for condition (4), the following Condition shall be 

substituted, namely:— . l 

“(4) The applicant shall provide and maintain adequate staff, premises and labora¬ 
tory equipment for carrying out tests of the strength, quality and purity of 
the substances at a testing unit. The testing unit shall be separate from the 
manufacturing unit and the head of the testing unit shall be independent of 
the head of the manufacturing unit: 

Provided that in the case of manufacturing units, which before the Commence¬ 
ment of the Drugs and Cosmetics (.Amendment) Rules, 1975, 

were making arrangements with institutions approved by the licensing 
authority for such tests to be carried out on their behalf may continue 
such arrangements up to the 31st December, 1976: 

Provided further that for tests requiring sophisticated instrumentation techniques 
or biological or microbiological methods the licensing authority may per¬ 
mit such tests to be conducted by institutions approved by it for this 
purpose.’’, 

7. In rule 71A of the said rules, for condition (3), the following condition shall be 
substituted, namely:— 

"(3) the applicant shall have adequate arrangements in his own premises for carry¬ 
ing out tests for the strength, quality and purity of the drugs at a testing 
unit which shall be separate from the repacking unit: 

Provided that in the case of repacking units, which, before the commencement 

of the Drugs and Cosmetics (.Amendment) Rules, 1975, were 

making arrangements with institutions approved by the licensing authority 
for such tests to be carried out on their behalf, may continue such 
arrangements upto the 31st December, 1976”. 

Provided further that for tests requiring sophisticated instrumentation techniques 
or biological or microbiological methods the licensing authority may per¬ 
mit siuch test to be conducted by institutions approved by it for this 
purpose”. 
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8. In rule 76 of the said rules, for condition (4), the following condition shall b© 

substituted, namely:— ( 

"(4) The applicant shall provide and maintain adequate staff, premises and labora¬ 
tory equipment for carrying out such tests of the strength, quality and 
purity of the substances as may be required to be carried out by him 
under the provisions of Part X of these rules including proper housing for 
animals used for the purposes of such tests. The testing unit shall be 
separate from the manufacturing unit and the head of the testing unit shall 
be independent of the head of the manufacturing unit: 

Provided that in the case of manufacturing units which before the commence¬ 
ment of the Drugs and Cosmetics (.Amendment) Rules, 1975, 

were making arrangements with institutions approved by the licensing 
authority for such tests to be carried out on their behalf may continue 
such arrangements upto the 31st December, 1976: 

Provided further that for tests requiring sophisticated instruments techniques or 
biological or microbiological methods the licensing authority may permit 
such tests to be conducted by institutions approved by it for this purpose.”. 

9. In rule 85 of the said ruels. for sub-rule (2), the following sub-rule shall be sub¬ 
stituted, namely:— 

“(2) A licensee whose licence has been suspended or cancelled may, within three 
months of the date of the order under sub-rule fl). prefer an appeal against 
that order to the State. Government, which shall decide the same.”. 

10. In rule 85-1 of the said rules, for sub-rule (2), the following sub-rule shall be 
substituted, namely:— 

“(2) A licensee whose licence has been suspended or cancelled may, within three 
months of the date of the order under sub-rule (1). prefer an appeal against 
that order to the State Government, which shall decide the same. 

11. In Schedule A to the said rules, for Form 16, the following Form shall be sub¬ 
stituted, namely:— 

‘‘Form 16 


(See Rule 55) 

Receipt for stock of drug, or cosmetics or for record register, document P r 

obiect <*i'red under section 22(1) (c) or (cc) of the Drugs and Cosmetics 

Act, 1940. ' 

The stock of drugs ov cosmetics or records, registers, documents or material objects 

detailed below has/have this dav bc-n seized bv me under the 19 40 fern 

clause (cc) of sub-scction (1) of section 22 of the Drugs and Costnef.es Act 1 *40, trom 
the premises of----situated at --- Date---Inspector 


Details of drugs, cosmetics, records, registers, documents or material objects seized. 


Datc- 


-Inspector- 


12. In Schedule K to the said rule,— 

(a) against entrv 12, under the heading 

the words “covered bv a sale licence \ the words, sumect to me 

that ©revisions of condition (17) of rule 65 are complied with by the person 

stocking or selling such substances”, shall be inserted, 

(b) against entry 14, under the heading “Extent and 

the words “covered by a sale licence , the words. • 1 u v q le 

that 'the provisions of condition (17) of rule 65 are comply wirtl by the 
person stocking or selling mechanical contraceptives shall be mserte , 

(c) after entry 19. the following entry shall be inserted, namely.—- 

“20. Radio Pharmaceuticals—All the provisions of Chapter IV of the Act 
rules made thereunder ". 

[No. X. 11014/2/72-D] 
SHRAVAN KUMAR, Jt. Secy. 
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E«rTE*E Wtr qf\*TT fftftfEE EEWE 
(*ETRE^ fftwiE) 

EfygEET 

Ef ft PET, 5 *BTsRt, 19 76 

ET o UpT o fa o 64 (V ).—%'SpE EEETE, sfftrfa J®E sftT XETETE ETErif 5ffftfEEE, 
1940 ( 1940 EH 23) Eft STITT 12 ftfc 33 5TTT HETT ETfEEEft EH HE>r EWft EEF 

jftafar sbe hwt?eht ftti & e^he TTft % tsw, ftVrftr sr Efrr arnsfE 

ETTnfr fEEE, 1945, it *fTT HERE TTE % ftp* EftEHE fEEE EETET HTiFft & I EET f% 

tteh nrrmf Jr eE^th $, he fHEftr eh fEFEftrftaH ewe eh Eftft snfEHHf Eft ETHErCr 

if? ftp* sr^fw Pt-e i bit t^t ^ ftrH% hett ift h rfTft Eft htetetht ^ i 

w* am gnnT fr eth! | fr Peehe % heh hwh ht eh nrfm ft ftftT eth 

WI!I fwT f%ET HIRE ftfEEft EE TTElE Eft afHEt, ft,Tift E£ Ef»EJEET HETfalH 

Eft STTcft EHHT E*ft EHEWT EFT^ HTtft | I 

3^T fafafte EEfft Eft EErf r E ft gt fHEET % HEH STTFT Eft ERE Et *ft 
trrtflE El HTTtH faftft SEfEE & ET'E ^TH, ftslF ETEHT EE EE fEHTT ElftEft I 

1. ( l) 5E fEEET El ETE sfftfa JR EVE EETEE ETElft (ftsfWH) fftHE, 
1976 $ I 

(2) ft ETEqE ft HEHFE Eft ElflW Eft H^TT ftft I 

2. tfWfa S^E E*fE EETEE ETEEtfEEE, 1 94 5 (ftH$ TE% WETE TEE TEE 
f^TEE E?TT EET ^ ) Jr, fEEE 5 5 % FETE EE fHWftrftaH fEEE EEIT EltTEr, WtE :— 

"55- eWj I BE, 5TETEE ETEET, wfEWET, YfaTWY, IRIW ET 

finift war etIre: ee$ v fftq YftV* «pt ewe .—eWeee Eft 

Em 22 Eft EEEm (l) % HPW (e) ET W (EE) % 
EElE EfEEftA ftRft u¥tJ TR ET HHTSTE ETETft % E3TET % fWE , 
EEET ffETft EfE^<a, EfETEE, EETTEE ET WR ETfrEEl Erg % f^TE 

am ^ ^rrft EFftEEte ewe left^tEfti” 

3. SEE fEEET % fEEE 65 ft, 

(i) EE (3) ft, W*S (E) % FETE EE fETEfEfftrE ETW ETET ETEET, 
?TEftT :— 

"(e) Eftfr ET ETE EtE EET Wl EET % FETEl EE ETE e’TE EOT, Efir 
STETE ffETT EET sT=E W fEfeglE ETE'IE % PeO | ■“ 
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(ii) g# ( 10 ) Jr, gar (g) % wr to frogfgfgg g^ wr TOtrgr, 

totPt :— 

N 

"(g) gg sgPrg grr, f^re% tottot % fair f^r tott $, gig sfk tot, 
gw tot % ttoTO tt tor PTO tot, qfP TOqPr tto TOT-fgfTOTfPr 
gqTOq % fgcr gfgpg1, PrfqfTOg pm i" 

(iii) gg (19) % TOgro PrFqfgfgg to? TOTO ^nrgr, g*rfg:— 

"( 20 ) g^r frog to qfTgr Jr wsft % tottot % pgro tTO qf toto 

‘TOTOPt gTO>T % fg(T q?J—%R TORT % 3TOTR % pTR ’ WTOT 

toJt Jrqg gqr TOTfam — 

(to) %tot q^-fgfTOrftg ?frqfg sm to gogTTTOTOr %fgtr groPm 

TTOTTOpt TO TORT Jr WTOfTO qft TOT^tfr, 5 TW 

(g) to?Pt qfTTO * % to Ppt tot qfgro % P% tort Jr fWTTfrr 
TOV grcrTOf fgqJr TO^TOT To TOTO Rff TORT fcjT TOTO | I ” 

4 . TOTO pTTOTt % PTTOT 66 Jf TOTfqTOT ( 2 ) % TOT TO fqrqpsrfag TOrfqTOT 

rgr to tot, wfa :— 

"( 2 ) pgr TOjgfirojKV fror# gvprP-g PtotPtot to ^ to to gf 
m Pttot (t) TO toIPt ttttot TO ftTfrg |r eng mg % *ftm, gg to^to 
% Pttos toto totott TOt grota to gTOm, g> ggroT fgPrsgg toTO»P i” 

3 . pTTOT 67 -jT Jr, TOTpTTOT ( 2 ) % TOR TO pTOTpTfgcf mPTOrq TO 5 TT grtJTO 

gqfa:— 

■\ 

“( 2 ) pgr mfjrPgtjRp Progft mjgfm PimPm-t to to fr $, gq- 
PTTOT ( 1) % TOT TO TOTOT TOT TOpPl P cftTO TOTT % qTTO, gg TO^T % 
fTOTOI TTTO TOTOR! TOT TOpTO TO TT%TO, 5ft TOTTO PgpTSgq TO^TtV l " 

6 . gro Pwiff % Pttot 71 Jr, *rt (4) TO totto to: pqrqfgfag tot v$l mgqp 

TOtPt :— 

"( 4 ) TOtTOF qptarq rtoto Jr qmqf % sttot TOifgfT gfc vrrti % toTtot 

TO Ptr ttoto tortototott, qpgrr gpr totoTtotottot gqrTOT qft tototot 

sflx ^TOT TOJTSTq- qi^TO I TOT^g RTOF PrPmW RTOF' TT 'JTOF fTOr 

tott qfrrog rtof q:T rtor PrPmW % totto Jr ftoto tttot : 

TOTO PPProW tTJfrqrf TO TOUT if TO TOrfsr TOR Tot TOTTTOT TOTOfr 
(gTOgq) Pttot, 1975 % stoto % toP, Pgr gwrrTO % 
TO*r, TO ffpr gifaroiTO gror ttorTOtot |, ggTO gTO g Pg gTOom 
fror grg % Ptr P, 31 fTOnroT, 1976 tof Pto toTO 

g^P ; 

to; TOR Pf Ptj toTOtoot ctoTOTO gi gfqro gr (r^uPfgqr q^f^pf 

TO gPsir to Jr toTOTO % fgir, gTOuror mftmTO, ggror tot gT^TO 
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5 TTr foqT ^TTT SFTJTTfr qq ^TTTTT, qft Tq% JT 7 T Rqfqq % 
fqq w^qtfqq 11" 

7. ^fcT f?pnif % fajpr 71-Yif, SKT (3) % W*T TT f^Tf^PgcT W TWt 
HTtnfV, ^TqfcT— 

( 3) TUTIq sffafa Wf % qqq, qqfqfT 5fft ifl^qT % f%ir ir% TtV^O] 

qqq ir, aft qq: 'ffqq qqq ^ q-^q ^>u, qfferq qTrT % fw( Wf 
qftqT t qqfcq R^ET q^qT ; 

qqqr qq; tffqq qqqf qr if, qf qrqfq qsq sftr qqrsrq qrqqf ( 

qqftrq) fqqq, 1975 % stc«t ir q^r, r?qf qqqwt 
% qrq, *rt srjam qrfaqnr ar 7 ! spjqtftq f, ^qqff qf 7, % rfR 
qffwq fqq( ^rq % fqrr q-sn^ q^ q| <?, 31 fqqrqq, 1976 qq ^qr 
qsqq qit T? qf ^ ; 

qq^ q? *fTC fq r>? qqqfqqq qqgrqf qq ‘'^fqq qr gsqsffqq q^foqf qff 

qfarr T< 3 pr qrq qqtaiToff % fqrr, q-qjrrqq qrfqqrff ■gqqq qq qqqpqf 
ar<T fqrqi qrqr qqjrrq qrr qqqr, gft qq% frrr sq qqfqq % fqrr 
sqqqtfqq $ 1 ” 

8. qqq fqqqf%fqqq 76 q, wq ( 4 ) % qrrq qq fqpqfqRqq vr# qsff qrcnft, 
qqfq:-- 

■K 

“(4) qrqqq qqrqf % qqq, qqrfqff *ftq lparr q trir qffurq, fqqqr 
qq% irtr $q fqqqf % qrq 10% qq^qf % qrfrq fqqr qrqT qqftiq 
% qq% ^ fqq qqfq qtfqrfTqq, qfqqq q\ T qqVrqqqr qqqqq, 

fqq% qqqqq qffsrqf % qqr^qf % fqq qij*q qsjqf % fqq qqfqq 

?qqrqq vfY srrqr t, sqqqqr sftq q^r 1 qfterq 

fqfqqrq qTqr % qqq qtqr qqq qrtwq tr=pgr qq qqrq fqfqqW 
irqqr % qgiq q qqqsq gW ; 

qq^ fqfqqfq qqqf qV qwr q, q> qWq qsq qrq qqrqq qqqft 
( qqtqq) fqqq, 1975 % qpqq % q? 7 r, qtfr qrqiNt 

% qrq, qt qqqm qrfeqrfr jm sqqqtfqq %, qqq> wtq q q% 
qfreflq fqnr qy 5 r % fqiT qq:^ ^ 3 ifqqrqq, 1976 qqr t^qr 

q"qr qqq ; 

q 7 ^[ q? q ^7 fq q>? q^qrq qq?frqf qr ^fqq qr qs^fqq q^rfqq't qV 
qqeq TTjq qrq qfVaqqf % ftrq, qqsrm rrrfsrqrdqqqT qqqqqwf 
arTT fqqi qT-TT qqjrrq qq q%nr, qt qq% arqr qq qqtqq % fqq 
qqq>f^q | 1” 

\5 %. 

9 . qqq fqqqf % fqqq 85 if, qqfqqq ( 2 ) % qqrq qq fqrqfqfqrq qqfqqq 
q'qr qqrqr, srqfq :— 

“(2) riqT qq?ifqrqrff faq^f qqqfq fqqfiqq qT qr # q^ gq- 
fqqq (1) % qsffq fqrr qjir qi?r qr^r qf qRfg- % qfq qTq % qfqq 
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g?r ?rr^i % Ftgj tpht ^fr ?pffN ^t%itt aft ^rr fVfas^Nr 

T^ft i” 

10 . fawf % fan? 85 —ff if, STfaJUT ( 2 ) % WIT TT faTTfafNcT 31 - 
fajur tnt ^roTTr, ?r*rf^r :— 

“(2) ^Fjsrfcrarft Fra€r sr^far fwNFT jtt ^ jft fr mt 
UTfa^NT ( 1) % ?r^T NT^TT cTTf^r % cffa intf % fftcTT, 3O' STT^W 
% ftres: trjt ttnftt jfft ?pfrN tt tttjtt, sj> g^m fa-faim 
sp^jft l” 

11 . gw farm sfttttt—t it, shpt i 6 % wttt tt fgrgf^rfw srm Tm 

'5TTtrrfT J :— 


"TINT 16 
(fi^TO 5 5 ^3T() 

wHfa 3T*0f wtc smT«T»I ITWTtft IffafaiHT, 1940 nft NHT 22 ( l) (*l) wtr (>Tn) 

<p wsffr wfni^T w>Brf«r jrwsrf jit sror«rr uTmft v «f firq wt 
wfa<Trcr Tfarrat, 5 *?(t*3t jit irrfcw v fni? tw? 

rrtr TfNffT svii qrr swrsR- it miff % tzm tt si^ntt ^ Nfa^rerf, TfariB^f, 

STWrM NT Tlff5T”P TTfm TT, faWT ®TtTT ffK felt WT ^ JlTT, ?fWfa sTSJT 

Ntr trtttft Trrmft ^ftrfTJw, 1940 *fV mu 22 4O stoitt (1) % not? (jt) jit» 3 w 
(mr) % g'Tmm % snfta, .if 


. % qfGTT it SlfangW fam W £ | 

URtN ..faftSTT .'. 


Trfw'fT srkftr 3®Jif, mrrmr mmft, sifa^rar, xfaizr, jit mfimF 

mfTTt % 1 

TrrdN' . faftw 

12. TTT f6W €r mj^RV — 

(t) ufafc? 12 % TTRjf, TT fqWTT sffT Slptff Hraf’ W>TT % sfNf 

fTSTTTT JTf^fcs % f'-THT TT farTfrrfNTT Vft ^rnfr, ;— 

"srfafWT % srCTTTT 4 5 fft cWfOT TTftT tttt fgjnff % JJqmET, aft JJfT% 
fwr N’Tfff'gr % HT^TJTcT ^TT TTT T^f soTerf TTTlT ?*T W % srefW 
Nifr grr fsp usr stItt jitt, aft tfir q^i«ff tt tbot | jit gam 
f^FT TTTTT |, fTTO 6 5 Tt TTTf ( 17) % TT^Ftff TT ^TTaTT fetTT 
aTTcTT | l" 
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(u) srfaft? i 4 % *rm^, 'ss *pt fatcrn: iftT ^FRrr mf' 

pRJTTT'T srfafa r. WR TT srfafe T»3fV STIlTlfV, Wfa :— 

"wfafm % 5Ttm 4 %(\X rWsffa 5RTTT ipT fmt % OTiRT, aft 371% 
tWT SFJflfaT % SRPR ^TtT ^ Sp VfSTT ^TrTT *?T utf % 
snfm m §tr f% "3 tt '-irfsRT stTT aft mfm; TTO f^>J%T XT[ T^T^T 
^Tcfr I 3TT 3^T Pm ^cTT %, Pm 65 ift ^ ( 1 7) % 3W«ff 
*Fjw?r fw aiTcrr t i” ; 

(it) TrPrfe 19 % M^id\ fmfsrfarr TTf^rfPe aftrfV -mP, ffruPt:—■] 

"20. tpRt itPtPptt— srfafm % mrc 4 sftr ci^tfPr sr^rmt ipr 
fmfT % *nft i’' 


[TfoiTTO 11014/2/72—^VJ 
«tm fiTH, qim TTf^ I 
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